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■■ Introduction Specialty pharmaceuticals hold great promise for people living with an increasing number of chronic diseases. Accompanied by advances in genetic-based diagnostic techniques, specialty drugs also hold the potential to redefine the way illnesses are treated.
As the combined use of these novel technologies are incorporated into routine clinical practice, pharmaceutical care will become more personalized. In the near future, physicians will prescribe drugs and select dosages that are tailored for each patient. The first steps toward personalized health care are visible today. Drug therapies designed for patients with specific genetic variations are already available (e.g., trastuzumab for HER2/neu expressing breast cancer), as are coordinated care programs for groups of patients with similar needs (e.g., those offered by manufacturers of specialty products). As the ability to practice personalized medicine evolves, it offers the potential for improving long-term outcomes and reducing cost of care across the spectrum of diseases.
The promise of specialty pharmaceuticals, however, is not without cost. Historically, specialty pharmaceuticals were developed for rare conditions affecting only a limited number of patients (e.g., Gaucher's disease). Because of their uniqueness, these agents often require special handling, administration, patient education, and clinical support-all factors that add to their cost. Despite being more expensive than traditional agents, they were viewed as a good value because they provided therapeutic options to patients afflicted with various cancers, hemophilia, and primary immune diseases who had few (if any) other choices. Consequently, their expense did not preclude their usage. Now, as use of specialty drugs rises faster than that of traditional therapies, 1 payers must scrutinize the costs associated with these agents, and payers are increasingly demanding evidence of their value. 2 
Growth of Specialty Pharmaceuticals
Specialty drugs have emerged as effective tools in treating a wide variety of illnesses. Expenditures on these agents are projected to increase from approximately $54 billion today to more than $99 billion in 2010. 1 It is estimated that specialty pharmaceuticals currently account for approximately 24% of total drug expenditures, but spending on these agents is rising about twice as fast as that for conventional drugs; a trend that is expected to continue for the next 20 years. 1 By 2030, it is anticipated that specialty pharmaceuticals will account for up to 44% of a plan's total drug expenditures. 1 A major factor in this growth is the large number of approved and soon-to-be approved specialty medicines. Since 1990, the number of approved specialty products has more than doubled every 5 years. 1 Today, nearly 200 specialty medicines have been approved by the U.S. Food and Drug Administration
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(FDA), and nearly 1,000 more are in development. 1 Today, growth in the specialty sector is driven by several chronic conditions, including cancer, rheumatoid arthritis (RA), and multiple sclerosis (MS). 3 
Unique Features of Specialty Pharmaceuticals
Specialty pharmaceuticals have several unique features that differentiate them from conventional drugs. These agents are typically administered by injection or infusion; processes that are more complicated and expensive than simply taking an oral dosage form. Because of their novel means of administration, specialty drugs historically have been reimbursed under the private payer's medical benefit or Medicare Part B rather than the pharmaceutical budget. Also, handling requirements for specialty drugs also are more complicated with many requiring refrigeration, special mixing or compounding, or concurrent lab work. Specialty pharmaceuticals are "high touch therapies," meaning that many patients require close monitoring and support during, and possibly for several hours following, adminis tration. There is also a need for more intensive patient education and careful coordination of care between prescribers, payers, patients, pharmacy providers, and the administration site.
Because some specialty drugs are associated with an increased risk of clinically important or unusual and potentially harmful adverse effects, these agents can require increased safety surveillance. For products known to have the highest risk, the FDA mandates the implementation of a risk minimization action plan (RiskMAP), which is a strategic risk assessment program designed to minimize known risks of a product while preserving its benefits. 4 A RiskMAP targets 1 or more safety-related health outcomes and uses 1 or more tools to reduce risk and related complications. It is an iterative process of assessing a product's benefit-risk balance, developing and implementing tools to minimize its risks while preserving its benefits, evaluating tool effectiveness, and reassessing the benefit-risk balance and making adjustments, as appropriate, to the risk minimization tools to further improve the benefit-risk balance. 4 The FDA envisions this 4-part process to be continuous throughout the product lifecycle. In practice, the RiskMAP will require vigorous postmarketing monitoring and reporting of safety data by prescribers of specialty agents and by the distribution systems supplying them to patients, including specialty pharmacies.
Most specialty products will not need formal RiskMAPs, as routine risk minimization measures, such as appropriate labeling, are sufficient to ensure the safe and effective use of a drug or biologic product. 4 The decision to implement a RiskMAP is made on a case-by-case basis and can be somewhat subjective. Data collected during clinical development, postmarketing surveillance, and Phase IV studies are used to inform a RiskMAP decision. In addition, an understanding of the nature and rate of known risks versus known benefits, the preventability of adverse events, and the probability of benefit in the product's target population is required. As information about a product develops through its lifecycle, new data could direct a sponsor to properly determine if a RiskMAP is necessary where one was previously considered unnecessary.
The FDA provides a list of risk minimization tools, such as targeted education and outreach, reminder systems, and performance-linked systems, to achieve the objectives spelled out in the RiskMAP. 4 However, the Agency provides minimal guidance on the processes by which these tools should be implemented. Currently, specialty pharmacies and other organizations involved in the distribution of specialty drugs are critically positioned to provide patient education and outreach, reminders, and collect data on performance. Thus, it is reasonable for payers to consider using the specialty distribution system to implement and manage FDA-mandated risk management programs. As a result, the RiskMAP program has the potential to increase the size of the specialty drug category, as medications not typically considered as specialty drugs will be classified as "specialty" because of risk mitigation requirements.
Categories of Specialty Pharmaceuticals
Specialty drugs are typically placed in 1 of 3 general categories: (1) self-administered therapies, such as those for RA, psoriasis, and MS; (2) products injected or infused in a clinic or office setting, including vaccines and treatments for various immune disorders, asthma, or hypogammaglobulemia; and (3) office/ clinic administered chemotherapeutic agents (Figure 1 ). At first glance, it may appear that vaccines should not be categorized as specialty products because these agents are traditionally derived from viral or bacterial cultures and are available at relatively low cost. However, specialty vaccines are emerging as potential agents for the primary prevention of chronic disease. For example, a vaccine for the prevention of human papillomavirus was licensed for use by the FDA in 2006, and a second vaccine is expected on the market soon. 5 Likewise, a vaccine to prevent shingles in people aged ≥ 60 years was recently approved. 6 In addition, immunizations are currently under development for Alzheimer's disease, MS, human immunodeficiency virus, various forms of cancer, and other conditions. 7 These emerging vaccines will share several features more in common with today's specialty agents than with traditional vaccines, including the processes used to develop and manufacture the vaccine and product price.
Coordinating Access and Distribution
Because of their complexity, specialty pharmaceuticals flow through a variety of distribution channels. These channels vary widely according to the specialty product's administration requirements, the payer's benefit design, and the provider's service availability. In addition, manufacturers may control the distribution of specialty products through selected distributors due to limited production capacity and special handling requirements.
Channel selection not only affects the efficiency by which a drug is delivered to a patient, but can also impact the outcomes experienced by patients. Channel selection may also have ethical consequences. Payers must determine if the health plans are in the best position to coordinate access and delivery of specialty products. If plans are not capable of doing so, specialty pharmacy services might be considered. Given what we know about the conflict of interest inherent in provider-centric payment mechanisms, such as "buy-and-bill," another important consideration is if prescribers are capable of selecting the most appropriate treatments without undue bias. Finally, it must be determined if high copayments or coinsurance limit access to appropriate specialty therapy and, therefore, compromise clinical and safety outcomes. 
Assessing the Value of Specialty Pharmaceuticals
If targeted to patients most likely to benefit, specialty pharmaceuticals offer an attractive value proposition. These agents have the potential to decrease or reverse the progression of chronic illness and may also mitigate the adverse consequences of chronic disease. Specialty agents also have the potential to increase life expectancy, improve quality of life, enhance workplace productivity, minimize the burden of disease, reduce health care spending, and limit the overall cost of disease. If all of these benefits are true, the question becomes, are these agents worth their price?
Payers are likely willing to reimburse for specialty medications if they represent good value for the money. Payers want to know if costly specialty products are safer and more effective than drugs currently being used, and if they will prevent (or at least mitigate) higher medical costs today and in the future. Unfortunately, the ability to answer these questions is hampered by a lack of consensus treatment guidelines, robust long-term clinical data, and definitive and unbiased economic evaluations. Payers must make utilization, coverage, and reimbursement decisions with little or no information about the actual value of these agents.
Today, U.S. managed care plans and other payers are using evidence-based processes to evaluate clinical and economic data on new pharmaceuticals objectively, an approach supported by the AMCP Format for Formulary Submissions. 9 These formulary submissions guidelines suggest health plans request an evidence dossier from the drug manufacturer containing detailed information, not only on the drug's effectiveness and safety for indications approved by the FDA, but also on off-label indications and on the drug's economic value relative to alternative therapies.
Efforts to determine the value of a specialty drug are hampered by a lack of clinical and economic data upon which to base the decision. Some of the most important clinical benefits of a drug cannot be measured in clinical trials because they are not observable for years or even decades-a period of time that far exceeds the limits of most clinical trials. Additionally, trials that analyze the clinical effectiveness of new drugs rarely contain economic information. Because calculating the financial impact of specialty drugs is a critical step in the drug review process, payers should demand more than theoretical projections to support the proposed value of these agents. To fill this gap and to meet global payer requirements, sophisticated disease-based pharmacoeconomic models have been developed. These models do more than simply project the fiscal impact of a new product on the pharmacy budget. A well-designed model indicates the extent to which drug costs may be offset by reductions in other medical costs, evaluates the cost-effectiveness of the new treatment, and in some cases, helps identify target subpopulations where the drug will have a greater benefit and/or a smaller number needed to treat (improving incremental cost-effectiveness ratios in such patients).
Case studies provide a useful tool to describe the steps taken by payers to determine the overall value of specialty products. Two are outlined below.
The first case involves a full formulary evaluation of a newly introduced glycemic control product (exenatide). The assessment included an economic evaluation using a validated diabetes outcomes pharmacoeconomic model developed by the Center for Outcomes Research. 10, 11 The model evaluated the new therapy by determining its impact on total health care spending and created scenarios that allowed the health plan staff and the formulary committee to ascertain the clinical and economic effects of different reimbursement strategies. The model allowed for projections of the therapeutic intervention on long-term endpoints, such as myocardial infarction and hospitalizations and identified subpopulations of patients where the drug could have a greater benefit. Combined with the available clinical data provided by the manufacturer, the model outputs provided the health plan sufficient information to support adding the drug to the formulary. 12 As evidenced from this example, the combination of model outputs and clinical data provide a robust process for assessing the value of new agents.
The second case involves the process followed by the National Institute for Health and Clinical Excellence (NICE) in the United Kingdom (UK) to determine the cost-effectiveness of using omalizumab in patients who had severe persistent allergic asthma and remained symptomatic despite treatment with a combination of high-dose inhaled corticosteroids (ICS) and long-acting beta agonists (LABA). 13 The desired outcome was to determine the value of adding omalizumab to standard therapy. To do this, a model was developed using clinical data from 2 well-designed clinical trials (Innovate and ETOPA) and economic data from Sweden, Canada, and the Netherlands (all countries with a single-payer health care system). On the basis of the analysis, the NICE decision was that omalizumab would be recommended as add-on therapy to standard (ICS + LABA) care. More specifically, the model allowed the payer (UK NHS) to define concisely the characteristics of patients who where eligible for the drug and subsequent reimbursement. In addition, the model output provided precise criteria that described when the drug should be initiated and when it should be discontinued.
13
■■ Summary Specialty drugs represent the future of pharmaceutical management of disease. These medications offer the possibility of hope for patients, providers, and payers because many specialty drugs are more effective than traditional agents. The effective management of specialty pharmaceuticals is linked closely to a distribution system designed to assure appropriate patient selection, risk mitigation, and data collection. Costs associated with these agents are projected to have a significant impact on the health care system and play a large role in determining coverage and reimbursement. Today, payers are more interested in formal and rigorous assessments of the value of these agents.
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1 Literature comparing the expenditures of specific classes of specialty pharmaceuticals, such as multiple sclerosis medications, has also been previously reviewed. 2 After describing and comparing these 2 pathways, we will discuss some of the novel tactics that payers are using to manage specialty pharmaceuticals. Literature addressing the high-level differences between the claims reimbursement processes for specialty pharmaceutical services in the pharmacy benefit versus the medical benefit is less common. The operational standards of these 2 approaches have been documented by managed care organizations, but the processes for submitting a claim in the medical benefit is less thoroughly understood by pharmacy professionals. It is challenging enough to operate a successful pharmacy submitting claims solely through the pharmacy benefit. However, when pharmacists decide to distribute specialty pharmaceuticals, they need to appreciate that the option of submitting claims through the medical benefit is available and is a tactic being used by their competitors.
■■ Pharmacy Benefits/Medical Benefits
During the last 80 years in the United States, health insurance has been an evolving and typically expanding business. 3 Foundational programs in the insurance industry, such as Blue Cross Blue Shield, and employer prepaid programs, such as Kaiser Permanente, started by focusing on providing a predetermined number of hospital days to employees in return for a regular payroll deduction. 4 Growing from these origins as prepaid hospitalization plans, prepayment of outpatient services, such as physicians' services, were added in the decades that followed. In the 1970s and 1980s, coverage for pharmacy services was added to health plan offerings as the scope of health plan offerings continued to grow.
Pharmaceuticals are a relative newcomer to the covered benefits of health plans and occupy a rather unique position. A quick review of the benefits of 1 of the largest health insurance programs in the country, the Federal Employees Health Benefit Plan, identified the following benefit categories: Because of the unique features of specialty pharmaceuticals and insurance plans, specialty pharmaceutical products can be paid through the pharmacy benefit or the medical benefit. While most pharmacists are very comfortable with the conventions of reimbursement in the pharmacy benefit, they are less familiar with the processes for payment in the medical benefit. OBJECTIVE: To review the 2 parallel processes for payment of specialty pharmaceuticals, the pharmacy benefit and the medical benefit, and to compare and contrast these 2 processes.
SUMMARY: The medical benefit and pharmacy benefit processes for payment of specialty pharmaceuticals use different claim forms, product coding systems, pricing conventions, and contracts. Even though the services delivered can be identical, the financial aspects of paying for these services are quite different.
• Services provided by a hospital or other facility and ambulance services • Medical services and supplies provided by physicians and other health care professionals • Surgical and anesthesia services provided by physicians and other health care professionals • Emergency services/accidents • Mental health and substance abuse benefits • Prescription drug benefits • Dental benefits Hospitals began interacting with health plans and government health programs in the mid-20th century. As a result, their contracts today can include 50 or more years of history. Pharmacies, on the other hand, have a different type of contract than hospitals. For instance, patients have different copayment or coinsurance obligations at pharmacies compared with hospital care. While it may not be intuitive, the multiple parallel benefits based primarily on site of service or provider type leads to the situation such that a dose of hemophilia factor, for example, may be paid for in completely different ways. Payment differences can exist based on whether the treatment is used as part of an inpatient hospital stay, an outpatient hospital service, as part of a service received at a physician's office, or a service received from a pharmacy.
Traditionally, pharmacists have focused on managing successful pharmacies using the pharmacy benefit as the only source of reimbursement. Because pharmacies are able to contract with health plans as medical benefit providers (in a pharmacy capacity, in a supplier capacity, or in a durable medical equipment provider capacity), the opportunity exists for pharmacies to have simultaneous contracts in the pharmacy and the medical benefit. This tactic is usually not important in the retail pharmacy setting, but can be very significant for a specialty pharmacy. Specialty pharmacies have commonly pursued both payment processes as a business practice; with the area of specialty pharmacy growing at a rapid rate, the importance of this issue is increasing.
Magnitude of the Specialty Pharmacy Issue for Health Plans
How health plans manage pharmaceuticals and specialty pharmaceuticals, in particular, has been a rapidly changing issue. This issue has evolved as pharmaceuticals have become a large and rapidly growing portion of the total health care expenditures; specialty pharmaceuticals has become the most rapidly growing portion of pharmacy expenditures. 5 One of the specific challenges in calculating the exact expenditure on specialty pharmaceuticals is that their expenditures are split between the pharmacy benefit and the medical benefit. When only the specialty pharmaceuticals that are adjudicated through the pharmacy benefit are accounted for, these products make up 9.2% of the pharmacy benefit drug expenditure. 5 When total U.S. pharmaceutical sales data are used to calculate sales of specialty pharmaceuticals, these products comprise about 20% of total pharmaceutical expenditures. 6 This difference exists because half of the specialty pharmaceuticals in the United States are not paid for in the pharmacy benefit, but rather are reimbursed through the outpatient or inpatient medical benefit.
It is important to note that total health care expenditures in the United States for 2005 were approximately $1.988 trillion dollars, with 32% of the costs attributable to hospital care, 21% to physician/clinical services, and 10% to sales of retail prescription drugs. 6 Within the pharmaceutical category, the specialty pharmaceutical category is growing even more rapidly than the pharmaceutical category as a whole. When compared with 2005 expenses, the expenses for specialty pharmaceuticals in 2006 were up 20.9%; this compares with a 5.9% trend for nonspecialty pharmaceuticals. 6 Specialty pharmaceuticals are getting attention as their own class of drugs because they comprise about 2% of total health care expenditures, and their costs are growing at 4 times the rate of non-specialty pharmaceuticals.
There are many ways to define specialty pharmaceuticals. Some use the term "biotechnology products," which typically refers to peptide products developed with recombinant technology. While that was a very appropriate definition of specialty pharmaceuticals in the 1990s, there are several non-peptide injectable products that fall into the category of specialty pharmaceuticals (e.g., treprostinil sodium), and there are now oral specialty pharmaceuticals for rare diseases (e.g., bosentan and imatinib). Still other specialty pharmaceuticals require special handling because of perishability (e.g., biologics, vaccines, etc.) or radioactivity (e.g., tositumomab and ibritumomab tiuxetan). Therefore, the criteria of what constitutes a specialty pharmaceutical is continuing to evolve and expand in scope; all estimates are that this trend will continue drawing added health plan focus and resources. 5, 6 The details of how the underlying benefit structures have evolved over the past few decades is critical to understand.
Parallel (Not Overlapping) Benefits
Health plans' obligations to their members are structured as benefit language. Pharmacists typically understand the language of the pharmacy benefit. Fewer pharmacists understand how the current state of most benefit language results in a situation of overlapping pharmacy and medical benefits for specialty pharmaceuticals. Each chapter of an insurance contract lists categories of health care services that are covered by the health plan, and how each of those categories will be paid. Each of these sections describes a specific benefit; each benefit is defined, for the most part, by the location of where the service is delivered (e.g., hospital inpatient) or the provider type (e.g., physician). Pharmacies have a place in this hierarchy in 2 ways. First and foremost, they are providers in the pharmacy benefit, usually defined as the retail or mail-order setting provision of pharmacy services involving a drug card. Second, the pharmacy is an acceptable provider type under the medical benefit. In a sense, the pharmacy as a provider under the medical benefit is similar to a durable medical equipment provider or supplier that ships medical equipment to patients, typically at their homes. Therefore, there are 2 possible benefits and 2 possible contracts that a pharmacy could choose to pursue. This really is not a situation of blurring of the benefits, but rather that there are 2 parallel benefits, either of which can make business sense for the pharmacy. To enter the specialty pharmacy space effectively, a pharmacist is going to have to understand both processes and both sides of this issue.
These parallel benefits require additional analysis. As seen in Table 1 , there are 2 parallel processes for the 2 different benefits that require the pharmacy to have contracts with different entities. The pharmacy benefit contracts are with the pharmacy benefits managers (PBMs), while the medical benefit contracts are directly with the health plans. If we use the metaphor of this process as being bilingual, this is the step at which it becomes bilingual. PBMs and health plans have industry standard terms and processes, and these terms may not have the same definition in the 2 different worlds. The health plan may have different certification requirements or other requirements than a PBM and vice versa. For instance, a PBM may have 1 definition of a pharmacy, and the health plan may have a different definition. Also, the claims payment systems are different for the pharmacy and medical benefits; the pharmacy benefit uses the National Council for Prescription Drug Programs (NCPDP) claim standard, while the medical benefit uses the Centers for Medicare & Medicaid Services (CMS) 1500 claim form, formerly known as a Health Care Finance Administration (HCFA) 1500.
Another difference is the coding language: National Drug Codes (NDC) is used on the pharmacy benefit and Healthcare Common Procedure Coding System (HCPCS) is used on the medical benefit. The example of the home blood glucose meter can clarify the magnitude of the difference in philosophy of these 2 systems. There are hundreds of varieties of home blood glucose meters with each brand and model having a unique NDC code and price in the pharmacy claims payment system. In the medical claim system, these meters are represented by just 1 code (E0607), and typically they are reimbursed a single price. Also, standard pricing files used in the 2 benefits can be different. In the pharmacy benefit, it is common for PBMs to receive weekly or monthly updates of national standard pricing files that populate the claims payment engine. Adjusting prices in the medical benefit is a much less dynamic process with prices only updated annually in many cases. There are many other differences between these claims payment processes, including locations for submission, time to payment, etc.
A final difference is in the process of being harmonized: the provider ID numbers are used by the 2 systems. The provider numbers have been different between the 2 systems for decades, with pharmacy systems using National Association of Board of Pharmacy (NABP) numbers, and the medical systems typically using either a proprietary system or Tax Identification Number (TIN). As part of the Health Insurance Portability and Accountability Act (HIPAA), medical payers have had to migrate to the National Provider Identification (NPI) number, and pharmacy claims payment systems are currently finishing their migration to this system. Many pharmacies find it daunting enough to manage the activities of the pharmacy benefit world without extending into the medical benefit world with its very different processes.
The Evolution of Specialty Pharmacy: For Better and For Worse
With the proliferation of specialty pharmaceuticals in the market and the number of differences between the ways that they can be paid on the different benefits, inefficiencies in payment practices have crept into the system. For example, recombinant erythropoietin can be administered in a myriad of ways: as part of a hospitalization, as part of a stay in the hospital outpatient chemotherapy infusion clinic, as part of a doctor office visit for chemotherapy infusion, in the setting of a dialysis facility, or self-administered by a patient who receives the product on a pharmacy benefit. The payment rules for each of these categories are governed by different contracts and different benefit-driven payment terms. Each category of provider typically has its own contract type; it is not uncommon for 1 provider entity to have multiple contracts with a single health plan, each with a unique identity, provider type, and terms. The advent of the NPI system should make it easier for health plans to identify all the contractual relationships with a single provider. In addition, there are different sets of rules that apply to the different types of providers. Providers can set up an environment of varied contracts because it gives them multiple claims systems upon which to submit claims and to determine payment. One of the most common combinations is for a provider to be a pharmacist at the same time that they are a medical supplier. Health plans have created an interesting situation as they have tried to move services out of the hospital and into the home-care setting over the last 2 decades. In many cases, plans have created lower copayments to patients when services were provided in the outpatient rather than the inpatient setting. 7 Then, to create an incentive for moving the hospital outpatient services to the homecare setting, some plans have created incentives for patients to receive care in their homes. A home-care service may include the shipping of a specialty pharmaceutical (e.g., growth hormone) to someone at home. The patient copayment may be much lower for this home-care service, but as a general trend in the last 10 years, health plans have been increasing the copayments for pharmaceuticals as a cost-management technique. 7 In this scenario, patients may now have a financial disincentive against receiving these specialty pharmaceuticals from the pharmacy benefit.
This dynamic can lead to some challenges for pharmacists within health plans. Some specialty pharmacy providers know exactly what they get paid in the medical and pharmacy benefit. When a pharmacist within a health plan starts bringing the issue of these differences in payment amounts to the staff that manages the medical benefit, it can be a very challenging conversation. As explained previously, the 2 groups are managing different processes, holding different contracts, and paying at different rates. It takes a lot of analysis and mutual learning before a solution comes into focus. The following specific examples of tactics that health plans can use to address this arbitrage (the practice of paying 2 different amounts for the same item) are presented to better understand this phenomenon.
■■ Health Plan Tactics Regarding Specialty Pharmacy
Despite the constraints of these core process differences between the medical and pharmacy claims payment systems in processing specialty pharmacy payments, health plans are making some significant inroads into managing specialty pharmacy services more effectively.
Tactic 1: Contain a Pharmacy Benefits Management Company. It is relatively common today for health plans to operate a full-service PBM as a free-standing, internal company. This gives the health plan a greater number of pharmacists within the organization to build and manage a network and execute the clinical programs of a full-service PBM. It also gives greater transparency to these arbitrage issues between the claims payment systems. Many of the largest health plans in the country, WellPoint, Aetna, CIGNA, and Humana, have an internal division that serves as their PBM. This gives the organization a critical mass when dealing with issues such as these. This type of organization can support an internal Pharmacy and Therapeutics Committee process and can align itself with the clinical programs and contracting activities on both the medical and pharmacy benefit.
Tactic 2: Build a Specific Specialty Pharmacy Benefit. The current health plan benefit language has been built upon several decades of history but fails to adequately address the issues of specialty pharmacy. Some health plans have created a new benefit type to address specialty pharmacy services that focuses less on site of service and more on the products being distributed. Once the services in the specialty pharmacy benefit are defined, the contracting for these services can be implemented, typically with a narrowing of the network. One of the definitions that has been used in this approach in the past is a "self-injectable pharmaceutical" benefit. By decreasing the number of sources from which patients can obtain these products, health plans are addressing the pricing arbitrage between the many possible procurement pathways.
Tactic 3: Contain a Specialty Pharmacy. Carrying the "build or buy" dilemma to its logical conclusion, several of the larger health plans have taken the step of building specialty pharmacies in house. WellPoint has PrecisionRx Specialty Solutions, Aetna operates Aetna Specialty Management, and Cigna operates Tel-Drug Specialty Pharmacy. A consortium of Blue Cross Blue Shield plans own Prime Therapeutics as a joint venture, and this company in turn owns and manages a specialty pharmacy. The number of lives that the health plans have needed before pursuing this kind of strategy is typically ≥ 9 million members: WellPoint has approximately 35 million members; Aetna, 12 million; CIGNA, 9 million; and the partners of the Prime Therapeutics joint venture, collectively approximately 16 million.
■■ Conclusions
Managing the specialty pharmacy benefits successfully is a complex undertaking. Managing specialty pharmacy in the fullest sense of the term requires a familiarity with both the medical and pharmacy benefits, as well as contracts in both benefits. A number of historical factors, such as health plan benefits, provider types, contracts that are specific to provider type, different coding systems, and different pricing files, all contribute to the difference in payments for the same services (i.e., arbitrage) between the medical and pharmacy benefits.
There are several tactics that health plans are currently implementing to manage specialty pharmacy service more effectively, from building a PBM in-house to creating a unique specialty pharmacy benefits to building a specialty pharmacy in-house.
These tactics are designed to bring about greater transparency and scrutiny of specialty pharmacy services and, directly or indirectly, to have these services provided by the most cost-efficient providers. Specialty pharmacy services are being provided by ever-tighter networks, and often a business unit of the health plan and/or a business unit of the health plan's PBM are competitors to the independent specialty pharmacy. The opportunities for contracting with health plans and PBMs may become more complex in the future. Also, with the growth and consolidation of specialty pharmacies, these organizations themselves are now large companies that are typically a division within an even larger company.
While the current size and rapid growth-rate of the specialty pharmacy sector suggests that there is tremendous opportunity for pharmacies to enter this space, the tactics undertaken by health plans to manage this area more closely suggest that the opportunity is, in fact, smaller than it appears. For those interested in entering into this space or interested in managing specialty pharmacy services more effectively from the health plan standpoint, there are many operational issues that need to be in alignment. Among those many operational issues, whether or not a pharmacy contracts on the medical benefit is actually a rather small issue. However, failing to consider whether a pharmacy contracts to a specialty pharmacy or to a health plan ignores a substantial amount of the specialty pharmacy opportunity and revenue that make up this dynamic and rapidly growing marketplace.
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■■ Introduction
There are more than 250 specialty products currently on the market 1 and nearly 350 agents in late-stage trials. 2 In 2006, Medco reported that spending on traditional pharmaceuticals increased by 2.8%, whereas spending on specialty pharmaceuticals increased more than 16%.
3 Similar trends were reported by Express Scripts, which noted that spending on specialty medications rose nearly 21% compared with only 6% for traditional drugs. 4 Although eye opening, these reports only capture trends within the pharmacy, but not the medical benefit, where by some estimates, up to 60% of the drug spend is on specialty products. 3 Consequently, trends published by even the largest pharmacy benefits managers (PBMs) only partially identify the true growth of spending on specialty products.
The growth in the specialty trend is dominated by higher costs for existing specialty agents, the introduction of new drugs to treat conditions where few treatment alternatives exist, new indications for existing products, and earlier and/or increased use of specialty products. Currently, the oncology therapeutic area-including oral and infused oncology drugsaccounts for more than half of the estimated $40 billion spent each year on specialty products with spending on products to treat multiple sclerosis (MS), Hepatitis C, growth hormone deficiency, pulmonary arterial hypertension, asthma, and rheumatoid arthritis (RA) responsible for the balance. 3 Several factors are expected to continue to put upward pressure on oral oncology specialty spending, including a rich pipeline containing more than 100 products (4 of which arrived in the market within the past year), a high degree of off-label use, and treatment regimens costing up to $10,000 per month. 5 In addition, in many cases, cancers are often considered chronic conditions that can be medically managed over the long term. Thus, treatment cycles are longer as many of the newer more targeted agents are better tolerated and often used for prolonged maintenance treatment as monotherapy or in combination with specialty products.
Traditional Pharmacy Benefits Management Techniques
Predictably, the increased spending on specialty drugs has challenged payers to devise cost and utilization control strategies that simultaneously minimize costs and ensure appropriate utilization. Historically, payers have responded to the economic pressures of traditional drugs through the use of generic substitution, creation of formularies, maximization of manufacturer's rebates, therapeutic substitutions, quantity restrictions, and implementation of patient cost-sharing through the use of tiered copays and coinsurance. Similarly, utilization has been aggressively managed using prior authorization, step edits, and educating patients, providers, and purchasers.
With few exceptions, payers have attempted to adapt their existing drug benefit models rather than create entirely new
Benefit Design Innovations to Manage Specialty Pharmaceuticals
Debbie Stern, rPh abStract BACKGROUND: Spending on specialty pharmaceuticals is rising faster than that for traditional drugs. In 2006, specialty drugs were the largest category driving drug costs and utilization trends. Even with effective management, expenditures on these agents are projected to increase exponentially in the coming years.
OBJECTIVE: To review benefit design strategies used by payers to control costs and manage utilization of specialty pharmaceuticals.
SUMMARY: The rapid growth in specialty pharmaceutical expenditures reflects the introduction of new agents, broader indications, and wider use in more common disease states. The true growth of the specialty pharmaceutical segment is obscured because many of these agents are reimbursed through the medical benefit, which often lacks the transparency necessary to accurately determine true cost and utilization trends. To date, efforts to control spending on biologics have been fragmented with most payers employing techniques for cost and utilization containment similar to those used for traditional pharmaceuticals. To ensure greater cost and utilization control, a benefit design that simultaneously provides optimal cost management, appropriate utilization, improved clinical management, enhanced clinical outcomes, and heightened patient safety should be established.
benefits for specialty products. Currently, it appears that 2 features of the traditional benefit are at least partially effective when applied to specialty drugs: cost sharing and aggressive network management. However, other traditional control mechanisms are not quite applicable. For example, generic forms of specialty drugs are not available, and the number of "me-too" products is minimal, thus ruling out the economic benefits of robust market competition, such as cost savings from generic and therapeutic substitution, creation of formularies, and rebate maximization. As a result, payers are looking at new benefit strategies.
Recommended Payer Specialty Benefit Strategies Cost Perspective
Although specialty drug benefit plans vary from payer to payer, they all share the primary goals of optimizing costs, equalizing benefits, improving clinical management, and ensuring appropriate use. Outside of negotiating a favorable acquisition cost and rebate, perhaps the most important step toward optimizing costs is limiting the number of distribution channels by mandating the use of a specific specialty pharmacy or network of specialty pharmacies. Approximately 50% of plans have closed their pharmacy networks and mandated the use of a single specialty distribution channel for drugs covered under the pharmacy benefit, and even fewer plans limit the distribution channel for drugs covered under the medical benefit (Figure 1) . 6 The remaining plans allow access to both the specialty and retail pharmacy networks, as well as permit physicians to buy-and-bill. Because use of a preferred specialty pharmacy provider can result in significant cost savings, plans are often looking for ways to gradually increase control over the specialty network. Many plans identify the specialty categories that represent the greatest target for cost savings and mandates that all products in these categories be obtained through a preferred provider. Frequently, the first category subjected to a mandate is self-administered injectables. However, whether due to physician pushback, regulatory issues, lack of resources to implement and enforce a mandate, or a combination of factors, the prevalence of closed networks is significantly lower within the medical benefit and other settings where utilization is difficult to manage (e.g., Medicare and Preferred Provider Organizations). 6 In addition to the mandated use of specialty pharmacy providers, other cost optimization strategies involve increased patient cost-sharing. Examples of cost-sharing strategies include establishing a flat copay for all drugs, implementing tiered copays for preferred and non-preferred agents, and requiring coinsurance, with or without a maximum dollar amount out-of-pocket (OOP). While patients tend to remain compliant to therapy despite paying higher overall OOP costs, further data are necessary to determine if these measures limit access to the appropriate specialty therapies. 
Benefit Perspective
As mentioned, the design of the pharmacy benefit varies between plans, but the purpose of the benefit is consistent-it defines the terms and limits of the drug coverage provider by the third-party payer. More specifically, the drug benefit identifies the drugs and drug categories covered by the payer, the patient's share of the drug cost, the location where the drug can be prescribed, dispensed, and/or administered, and the quantity of the drug that will be covered. The benefit also spells out if the drug is subject to step edits, prior authorization, or other utilization controls.
Unlike traditional pharmaceuticals that are reimbursed under the pharmacy benefit, many office-administered specialty agents are covered as part of the medical budget. From a benefit design perspective, there appears to be a trend, albeit a slow one, to move all specialty drugs from the medical benefit into the pharmacy benefit. Generally, the applicable benefit is determined by the location in which the drug is administered. For example, infused medications (e.g., treatments for cancer and immune disorders) are more likely to be billed under the medical benefit, whereas self-administered therapies (e.g., treatments for MS and hepatitis C) are more commonly billed through the pharmacy benefit. However, because significant differences exist between the medical and pharmacy benefit design in terms of reimbursement rates, billing systems, patient cost-share, and clinical and utilization management techniques, integration of specialty agents into the pharmacy benefit raises complex cost, access, and administrative issues.
Differences between the design of the medical and pharmacy benefits may also lead to a misalignment of financial incentives among physicians, specialty pharmacy providers, and patients. Under the medical benefit, physicians can create a profitable revenue stream by controlling the selection of specialty drugs, specialty pharmacy providers can gain from the most profitable reimbursement schedules, and patients are attracted to the drug with the lowest copay. The inherent risk underlying all these conflicting incentives is that neither the health care providers nor patients are making sound clinical decisions unbiased by a financial motive. Thus, the onus is on the managed care industry to minimize the financial bias and implement a system that ensures the right drug is provided to the right patient at the right time.
From a payer's perspective, the ideal specialty benefit would be a single plan that encourages clinically sound and costeffective utilization. Although desirable, creating a unified specialty benefit would require a significant commitment to change on the part of multiple stakeholders within the organization (i.e., contracting, customer service, pharmacy department, medical management, legal, etc.) and would have implications across the entire enterprise. The reward for establishing a unified specialty benefit, however, could potentially be substantial. A single benefit would enhance data collection across the organization, allow the use of uniform coding (i.e., less worry about Healthcare Common Procedure Coding System [HCPCS] J-codes and National Drug Codes [NDC]), improve decision making around cost sharing, utilization and clinical management, improve contracting leverage, and allow for the implementation of well-established processes and controls.
Although attractive in many ways, arguments can also be made against the creation of a specialty benefit. There is the potential that a tightly controlled specialty benefit will negatively impact member and provider contracting as patients face increased OOP expenses with rising copays and cost sharing, while restrictions on buy-and-bill and mandates to use mandated specialty distribution methodologies, can alienate physicians. Additionally, employer groups that carve out pharmacy management to a PBM lack an internal pharmacy benefit in which to capture specialty prescriptions.
Clinical and Utilization Management
Patients using specialty drugs often require a significant amount of education on the disease itself, self-injection techniques, sideeffect management, and product handling and storage. Specialty pharmaceutical patients must also understand the importance of compliance with their prescribed treatment regimen. Many payers lack the capacity to provide the educational and clinical support programs necessary to maximize clinical outcomes and minimize the risk to patient safety, and often outsource these services to a specialty pharmacy provider.
Developing Clinical Guidelines
Payers are increasingly developing evidence-based clinical guidelines to ensure appropriate utilization, prevent waste and misuse of products (e.g., hemophilia, infertility, growth hormone), improve clinical outcomes of treatment, improve adherence to the prescribed regimen, and to ensure patient safety. Historically, health plans have developed clinical guidelines with little attention paid toward equalizing the multiple competing interests involved in selecting a proposed treatment strategy. To equilibrate this bias, a growing number of payers now mandate the involvement of members of the pharmacy and therapeutics or technology assessment committees in the guideline development process.
Use of Prior Authorization
In the absence of robust cost-effectiveness data on most specialty products, payers have implemented prior authorization (PA) requirements to ensure that physicians follow evidence-based practice guidelines and to ensure appropriate use of therapy. In addition to regulating utilization, a PA review every 6 months can be helpful to determine if a patient is experiencing an appropriate response to treatment based on achieving certain predetermined outcomes. PA also provides a system for tracking duration of therapy and for monitoring off-label or experimental usage. However, some patients fail to respond to therapy despite evidence-based treatment. In these cases, the challenge becomes identifying the appropriate next step. Should utilization of the drug continue to be authorized even if the predetermined outcomes are not achieved? Despite the lack of evidence of their overall efficacy, in many cases, plans ultimately pay for specialty agents because they represent the only therapeutic option for some diseases.
Step Edits and Preferred Products Many payers are beginning to implement step edits to drive utilization to preferred drugs or to ensure the use of appropriate agents prior to initiating therapy with an injectable specialty product. According to a recent survey, 86% of plans designated 1 or more preferred specialty drugs, and 61% did so in 5 or more therapeutic categories. 6 This trend, which is growing in popularity, is currently most common for therapeutics classes containing multiple agents, such as those used to treat MS, RA, hepatitis C, anemia, and growth hormone deficiency (Figure 2 ).
Because few specialty drugs are considered to be bio-equivalent despite belonging to the same therapeutic class, care needs to be exercised when selecting a preferred agent, as well as when determining access to alternative therapy. In several drug classes, the individual drugs within the drug class may have different indications. For example, a potential conflict can arise if infliximab has been selected as the preferred tumor necrosis factor (TNF) inhibitor, but a patient requires TNF inhibitor therapy for a condition not included in the infliximab label.
Looking to the Future
In the next 5 years, it is anticipated that specialty drugs will account for approximately 25% to 30% of total pharmacy costs. 4 An analysis of future strategies for managing specialty pharmaceuticals indicates a trend toward requiring patients to pay more cost share via increasing the level of annual OOP maximums is very likely. 8 Similarly, more payers will migrate specialty Benefit Design Innovations to Manage Specialty Pharmaceuticals pharmaceutical coverage to the pharmacy benefit or possibly create a separate benefit for specialty pharmacy.
Specialty Vaccines
Paralleling the growth of specialty pharmaceuticals is the emergence of several novel vaccines that can potentially be effective for the prevention of chronic disease. From a distribution standpoint, vaccines are typically office-administered agents covered under the medical benefit. However, due to their high cost and targeted therapeutic indications, they may also be considered specialty drugs. Payer strategies may drive the coverage of these agents to the pharmacy benefit, to maximize the cost and utilization management. Where these agents ultimately fall remains to be seen.
Generic Biologics
If available, generic biologics would introduce a degree of competition in the specialty market not currently present. However, the term "generic biologic" is actually somewhat misleading, as no 2 biologically engineered specialty products are truly equivalent. Terms such as 'biogeneric,' 'biosimilars,' and 'follow-on biologic' have been used in the United Sates and Europe, but currently there is no widely accepted definition of what actually constitutes a generic biologic. Introduction of generic biologics is also complicated by the current regulatory process, which lacks a pathway for generic biologic approval. In addition, the U.S. Food and Drug Administration (FDA) has no standard for proving generic versions of a specialty product are equivalent to the original branded agent. Congress will need to designate an approval pathway for these agents.
Pharmacogenomics and Personalized Medicine
There is growing interest in the use of genomics and protein omics to guide diagnosis and treatment of disease. In fact, molecular diagnostics represents a $5 billion market growing at an annual rate of 25%. 9 Pharmacogenomic processes use molecular analysis to test for individual variations in genes, gene expression, proteins, and metabolites. The results of these tests can be used to guide treatment using drugs specifically designed to target the molecular mechanisms of the disease, but can also introduce several moral and ethical dilemmas for patients, employers, and health plans. Recently, a genetic test to evaluate a patient's suitability for warfarin treatment was introduced. 10 This next wave of the biotechnology revolution promises the ability to achieve optimum treatment outcomes or even alter an individual's predisposition for a disease, but not without a cost. To avoid being overwhelmed in the coming years, payers are encouraged to apply what they have learned regarding utilization management, benefit management, and cost containment of specialty agents and proactively apply it to pharmacogenomic products.
■■ Summary
The combined impact of the exponential growth in the number of specialty pharmaceuticals, approval of new indications for existing products, earlier and/or increased use of specialty products, and the aging of the population guarantees that the costs associated with increased use of these agents will continue to rise in the years to come. Currently, many payers reimburse for these agents through both the medical and pharmacy benefit. However, to effectively manage cost and utilization, payers must implement a comprehensive specialty benefit design that guarantees that the right drugs are used by the right patients at the right time. Cost containment tactics inherent to a specialty benefit include assessing a uniform patient cost-share and mandated use of closed distribution networks by physicians. Utilization management tools include following evidence-based treatment guidelines and use of prior authorization to verify achievement of treatment endpoints. With the impending arrival of novel products, such as specialty vaccines, and the continued advances in the field of pharmacogenomics, it is imperative that payers begin to proactively plan their future specialty benefit designs.
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■■ Introduction
During the last 10 years, the use of specialty pharmaceutical products has increased significantly. While use of many of these products continues to be confined primarily to physician office settings, infusion clinics, or hospitals, the number of selfinjectable and oral drugs categorized as specialty drugs is growing rapidly. 1 Additionally, the use of specialty products is no longer limited to rare or life threatening medical conditions. As a result of their growing number and increasing use, expenditures related to specialty drugs now consume a significant percentage of available health care resources. 1 Because specialty drugs have been traditionally administered in an office or clinic setting, they were typically not covered or managed as part of the pharmacy benefit, but instead handled as part of the medical benefit. Similar to many other plans, our experience at Keystone Mercy and AmeriHealth Mercy Health plans suggests that utilization and cost management of these products was not subject to oversight by the pharmacy service department or pharmacy benefit manager. As a result, use of specialty drugs was relatively unrestricted and unmanaged, with many being administered at the discretion of the prescribing physician. Often times, these products were being utilized for unapproved uses or in situations unsupported by clinical research.
In early 2002, the senior management at the 2 health plans was charged with identifying new cost-containment opportunities. It was quickly proposed that the knowledge and expertise of the pharmacy department could be brought to bear on the acquisition, distribution, and appropriate use of specialty drug products, specifically those administered by physicians. As a result, while specialty drugs would continue to be covered under the medical benefit, the utilization and cost management of these drugs would become the responsibility of the pharmacy service area. The following is an overview of the knowledge gained from the process of transitioning management of specialty drugs from the medical benefit to the pharmacy benefit and the 6 years of experience using traditional and innovative pharmacy utilization management tools to insure appropriate use and reimbursement.
Definition of Specialty Drug
As discussions unfolded with current and potential clients of the health plans' Pharmacy Benefits Management (PBM) division, it became apparent that the definition of a specialty drug varied from client to client. For example, some clients categorized drugs as specialty if they were used to treat a specific disease state or condition, such as cancer or hemophilia. Others defined a product as specialty based on the method of administration (e.g., injectable or infusion), while still others used the location of administration (e.g., home, infusion center, physician's office, hospital, etc.) as the defining feature. There were also definitions based OBJECTIVE: Explain the process of transitioning the management of specialty drugs from medical services to pharmacy services in 2 managed care plans and provide insight into the issues encountered and solutions implemented based on 6 years of experience using traditional and innovative pharmacy utilization management tools to insure appropriate specialty drug use and reimbursement.
SUMMARY: The level of involvement in a specialty management program varies from managing only products dispensed by the retail, mail, and specialty pharmacy vendor to encompassing a broad list of specialty drugs distributed through a variety of channels. Efficient administrative, operational, and clinical processes are critical to the success of the program. Additionally, an accurate and timely claims processing procedure is also essential for success as is the ability to mine data and effectively report on the use of specialty products. A clinically sound, cost-effective, and patient-friendly program requires input from health plan members, pharmacy service leaders, and physician providers, and must overcome challenges associated with disrupting current relationships and removing competing incentives.
on cost tiers where agents costing more than a certain amount (e.g., > $500, $1000, $1500, etc.) were defined as specialty.
Coverage Concerns
Once a product was determined by the plan to fall into the specialty drug category, the issue of coverage became the focus of discussion. The health plan had to decide if the drug in question was going to be covered as part of the member's benefit package, and if so, if it was going to be covered as part of the medical benefit or pharmacy benefit. Additionally, considerations as to who should be allowed to prescribe the drug, when, or for what condition(s) the drug should be prescribed, and specific objective requirements that must be met prior to the drug being approved for use had to be determined. This process of identifying steps to manage the use of specialty drugs can be complicated, because these agents have historically been developed and approved for diseases and conditions that were previously untreatable or for which few satisfactory therapeutic alternatives were available. Specialty products are often the only treatments approved by the U.S. Food and Drug Administration for a given disease or condition. This reality, combined with a lack of comparative clinical trials, limited long-term outcome and economic data, and a cost factor that can be 10 to 50 times greater than existing treatment options, complicates coverage determination. Non-pharmacoeconomic factors also make coverage discussions difficult. For example, coverage of certain medications is frequently mandated by state or federal laws or insurance regulations. Direct to consumer advertising campaigns and other marketing techniques that highlight the potential benefits of the product often encourage providers, members, and advocacy groups to pressure a health plan to cover a new treatment with little regard to clinical outcomes or costeffectiveness. Once the client and the plan have categorized the specialty drug and determined coverage limitations, the existing medical or pharmacy processes are typically employed to manage utilization and distribution of the agent.
Need for a Specialty Drug Management Program
A number of issues became apparent as our pharmacy services department began to investigate the tools and/or resources that would be necessary to initiate a successful transition of specialty drug management from the medical benefit to the pharmacy benefit. The most important of these was the necessity to gain access to timely, accurate, and actionable data detailing: (1) the identity of the providers prescribing and administering specialty drugs in their office, (2) the identity of members receiving physicianadministered drugs, (3) the disease or condition the drug was being used for, (4) the strength, dosage form, and brand of specialty drug being used, (5) the amount the plan was being billed by the physician for the drug, and (6) the amount the plan was paying for the drug.
We quickly realized that incompatibilities between the medical and pharmacy information management systems made it extremely difficult to acquire data describing the use of specialty products (Table 1 ). In reality, the 2 systems were never designed to be cross-compatible. However, when the available medical claims data was subjected to more intense scrutiny, several trends became apparent. Among these was the fact that few, if any, financial limitations were placed on specialty drug claims submitted through the medical claims department. It also became apparent that specialty drug claims were being reviewed by staff with only a limited understanding of standard pharmacy, clinical, administrative, and reimbursement practices. As a result, oversight of hospital and outpatient surgery claims for specialty drugs carved out of Diagnosis-Related Group (DRG)-type agreements and for specialty drugs distributed through home infusion and home health care settings was limited at best.
Prerequisites for Success
As the result of experience gained during this process, our organization identified several prerequisites necessary to establish a successful specialty drug management program (Table 2) . Although resolution of these issues increases the potential success of a medical benefit to pharmacy benefit transition, the degree of success depends on the ability of each health plan to reconcile the conflicting provider, patient, and distributor incentives inherent in the existing system.
Program Scope
Once the health plan decides to target specialty drugs as an opportunity to improve clinical and financial outcomes for the organization, decisions must be made regarding the level of involvement and amount of financial, human, and technology resources dedicated to implement the program. Our experience identified 5 potential targets for specialty management, including:
Challenges Confronted When Medical Claims Data Is Used to Manage the Utilization of Specialty Drugs
• Claims data for drug use archived in multiple, segregated data systems operated by different process areas (e.g., pharmacy, PBM, medical) • Lack of real-time access to claims data ° Data only available 30 to 90 days after date-of-administration • Lack of usable claims data to identify provider and member utilization patterns for capitated physicians and physician groups • Prevalent use of non-specific Healthcare Common Procedure Coding (e.g., J, S, and Q codes) to identify drug usage • Extremely limited capability to conduct prospective, concurrent, and/or retrospective drug utilization review for specialty drug products administered and billed by physicians • Inability to prevent duplicative payments of drugs via HCFA 1500 forms and PBM claims processing system HCFA = Health Care Financing Administration; PBM = pharmacy benefits management.
(1) self-injectable and oral products, (2) office administered injectable products, (3) hospital administered products, (4) products administered in outpatient hospital and short-term stay settings, and (5) products administered via home infusion and home health care providers. The final scope of the specialty management program will vary among plans and will be greatly influenced by the quantity of resources available to fund and operate the program. Self-injectable and oral products are typically the first and easiest group of specialty drugs to target for more aggressive management. Self-injectables and oral agents can usually be managed without dramatically changing the organizational business model or requiring large capital or staffing allocations. However, once beyond self-injectables and oral agents, management of specialty products becomes increasingly difficult. In our experience, each level of control also requires a unique set of operational, administrative, and clinical processes.
We identified a number of capabilities that must be present for any plan considering in-sourcing specialty product management. A partial list of the capabilities required for those plans interested in taking full responsibility for implementing specialty drug cost and utilization controls includes: (1) a dedicated provider and member call center, (2) claims management and processing oversight, (3) specialty drug network management, (4) rebate contracting, (5) pharmacists and technicians trained in specialty drug prior authorization protocols, and (6) clinical pharmacy specialists in specialty drug utilization management. For organizations that currently have similar responsibility and operational capacity for traditional pharmacy product management, incorporating specialty products under the existing umbrella can be a relatively easy extension of existing services. However, for those considering this as a stand-alone program, it is important to create the necessary infrastructure prior to implementation.
Unfortunately, it is very difficult to assess the human resource needs of a specialty drug management plan using algorithms associated with traditional pharmacy products and services. The resources necessary to manage specialty products are very plan specific-they depend on the number of drugs and disease types that are included in the program and the number of members within the plan requiring specialty management services. For exam ple, the management of palivizumab, when used for the prevention of respiratory syncytial virus (RSV) in premature infants, is labor intensive and complicated by the fact that this is a seasonal program that lasts from 5 to 7 months of each year or longer if the patient resides in a region (e.g., Hawaii) that has an extended RSV season. Programs that deal with hemophilia and hepatitis C are typically labor intensive early in the case management process, but require less time on a case-by-case basis over the long term.
Program Strategy
Regardless of the level of involvement the health plan ultimately chooses, our experience led us to develop a 3-phase approach to managing all specialty products. Phase 1 of the approach involved reducing net cost of all drug product and services to the health plan. Phase 2 encompassed implementation of basic drug utilization management programs, and Phase 3 included the development and use of a specialty drug utilization management program. While these phases can be implemented in parallel, we found that when performed sequentially, there were fewer problems with implementation and a lower number of providerrelated issues.
Phase 1 requires that the plan closely examine how all drug products are purchased, distributed, and reimbursed. For health plans that are looking to simply control the costs and use of products currently managed under the pharmacy benefit, reviewing pharmacy purchase agreement for these products becomes critical. The plan should aggressively negotiate acquisition costs and rebates to achieve the best price available in the market for all products whether distributed by retail, mail, or specialty pharmacy networks. Also, the use of vendors who specialize in the distribution of specialty products often results in deeper discounts for those products for plans, particularly when compared with vendors who historically have focused on traditional drugs. Our experience leads us to recommend that contracts for specialty products should be drug specific; plans should avoid having a universal discount rate for all drugs covered under a single agreement. While typical retail reimbursement rates of Average Wholesale Price (AWP) minus 15% are acceptable for some injectable products, other products are more appropriately reimbursed in the AWP-20% range, while some brands of specialty injectable products should receive discounts up to AWP-40%.
A common problem associated with certain specialty drug vendor agreements (e.g., hemophilia factor products) is the bundling of nursing costs or other services into the price of the drug product. These contracts often make it difficult to determine if product pricing is appropriate. Equally important, the ability to properly segregate costs and assign them to the correct internal cost center becomes extremely complicated when nursing and 
Prerequisites for a Successful Specialty Drug Management Program
• Health plan has identified management of specialty drugs as an opportunity to reduce overall health care costs • The health plan has defined the scope of the specialty drug management program • Appropriate internal and external resources have been identified and allocated to assist with the management of specialty products • Coverage, contribution, reimbursement, distribution, and utilization management strategies for specialty drugs have been agreed to by pharmacy, medical, and management leadership • Operational mechanism to process claims, track costs, and utilization of specialty drugs are in place • Product and service cost issues have been identified and addressed • Appropriate disease states, member populations, and drug products have been identified and targeted for management programs other clinical support services are bundled into the contract. To avoid these issues, we feel it is better to segregate drug product and medical/nursing services whenever possible to determine the appropriateness of the contract pricing. The decision to expand the scope of specialty management beyond self-injectables to injectables administered in the physician office, infusion center, and home health care settings requires a different set of contracting and reimbursement strategies. In our experience, the most common type of physician reimbursement program currently in use is 'buy-and-bill.' In a buy-and-bill scheme, the physician procures the drug from a wholesaler, manufacturer, or broker. Following administration of the drug, the physician bills the health plan and/or member directly for the drug product and all drug-related professional services for reimbursement at a level frequently specified in the overall provider agreement. Our experience is that the reimbursement rates are very favorable to the physician and are often not representative of the pricing available through traditional pharmacy or specialty pharmacy vendors. It is critical that provider services contracts are reviewed and, whenever possible, modified to contain terms that are similar or identical to the reimbursement terms in the contracts with the most aggressive rate available in the retail, mail, or specialty drug vendor agreements.
In the past, it has been extremely difficult to determine the appropriate pricing of products billed by physicians due to their use of non-specific Health Care Procedure Codes (HCPC). The ability to require and use National Drug Code (NDC) level information when contracting, and reimbursing for drugs is a significant benefit. Having NDC level data, in addition to other physician and patient information, provides a more comprehensive view of physician-prescribing patterns and overall drug utilization.
Another reimbursement option is called product replacement. In a product replacement program, the physician does not bill the health plan for any drugs administered in the office, but requests a replacement item from the health plan when a drug is used for a plan member. The health plan then instructs a vendor to send a replacement product to the physician's office. The replacement cost for the drug is at the contracted rate and is often much less than the amount typically billed by the physician. This approach can be either mandatory or voluntary, however, physicians are often reluctant to sign up for this type of program without some form of incentive because participation typically means a significant reduction in profit resulting from the in-office administration and billing of specialty injectable products.
In our case, we allow buy-and-bill when the provider reimbursement contract for those products contains the same terms as those negotiated with the specialty drug replacement vendor. Additionally, we recommend the availability of a replacement drug program for those physicians who decide to use that particular process. Replacement programs offer physicians the additional advantage of reducing the time, space, and personnel requirements needed for inventory management. In many cases, the office simply requests the product from the plan immediately prior to the patient visit, thus avoiding the carrying costs associated with the more expensive specialty products.
Another issue to be aware of when contracting for specialty drug products is how to determine or negotiate contract rates.
More specifically, what pricing algorithm and/or formula should be used to determine an appropriate price. AWP or Wholesale Acquisition Cost (WAC) are the most common methods of contracting with traditional pharmacy vendors. The introduction of average sales price (ASP) pricing by Centers for Medicare & Medicaid Services (CMS) for physician reimbursement of drugs used for Medicare enrollees has added another dimension to the discussion of appropriate pricing for specialty drug products. 2 Whichever baseline pricing is used, it is important to monitor pricing and modify service agreements when necessary to insure the health plan is appropriately reimbursing pharmacy and physician providers.
Phase 2 involves the development and implementation of basic drug utilization management programs. These often include point-of-service edits that screen for quantity, age, and gender, as well as prior authorization protocols that rely on objective criteria to determine if a drug is being used appropriately. The prior authorization criteria can be created internally, purchased separately from a third party, or received as a value-added component of a larger package purchased from a specialty pharmacy vendor. When appropriate, reauthorization or postauthorization review of a particular treatment is undertaken to determine effectiveness, or lack thereof, for a prescribed treatment. These basic utilization management programs and principles are the first step in helping to insure the appropriate use of specialty drug products.
Phase 3 includes the introduction of specialized pharmacy case and disease management programs. While resource intensive, these programs have been extremely cost-effective in terms of return on investment, at least from the health plan's point of view. These programs target specific diseases, conditions, or individual members that are identified based on the total cost of providing necessary care and pharmaceutical treatment. Initially, the health plans targeted medical conditions that affected a clearly identifiable group of patients who consumed a significant amount of health care resources (e.g., hemophilia, hepatitis, multiple sclerosis, end stage renal disease) for the Phase 3 specialty drug manage ment programs.
For example, 1 of the first Phase 3 programs initiated by our pharmacy service area was for the management of hemophilia. The health plan was spending in excess of $10 million annually on the 45 plan members identified as having the condition. The program combined the skills of a clinical pharmacist and nurse case manager to individually manage the drug therapy of these members. Use of prophylaxis factor, hospitalization from bleeding events, and the members' environment at home and school were all monitored. Shipments of drug products were also monitored and adjusted based on actual use of product as opposed to the standing orders for medication on record. Automatic shipment of product was discontinued, and a policy requiring all shipments to obtain authorization from the pharmacist or nurse case manager was implemented. These interventions, in concert with an aggressively renegotiated acquisition price, saved the health plan several million dollars in hospital and drug costs.
Early in the process, our plan decided to use specialty product vendors to take advantage of their expertise in the distribution of these products. We also determined that utilization management for all specialty drugs would be done by either the health plan itself or a third-party vendor that did not profit from the distribution of the drugs. While it cannot be said that all vendors would let a profit motive influence clinical judgment or decision making, this competing incentive must be considered when determining who should be given responsibility for making clinical decisions involving specialty drugs. This concern can be mitigated if the clinical criteria used to determine approval of a particular drug is provided by the health plan and not the vendor providing the product. In this case, use of a third-party vendor responsible for monitoring adherence to the prior authorization criteria would be a logical approach to reducing the chance of clinical bias.
Post-Implementation Issues
In the plan's specialty drug program, which was limited to selfinjectable and oral medications, opposition to the transition to a single or exclusive network was typically limited to physicians voicing concern about the possible disruption of relationships with current vendors or distributors. Patients have also opposed the plan and voiced their displeasure about having their preferred pharmacist or pharmacy vendor eliminated from a newly constructed specialty network. When the specialty program was expanded to include office-administered drug products, the degree of dissatisfaction often depended on the substitute distribution and reimbursement processes that were implemented. The primary complaint from physicians previously allowed to buyand-bill was predictably related to lower reimbursement rates, and the impact of this process lowered income stream to the profitability of their practice. The replacement programs also generated complaints from providers about having to front the cost of the drug to the health plan and the requirement that the physician must maintain a plan-mandated inventory, including stocking many ancillary specialty drug-related items in their offices.
Providers have also voiced concern about the additional administrative process involved with requesting replacement drug. The plan's specialty management utilization program also requires approval from the plan before the physician can even administer the drug. This has created problems, particularly when the physician requests replacement for a drug that was not authorized and, upon review, was not eligible for approval. In these cases, physicians have voiced their dissatisfaction about losing money from products that they administered, but are subsequently unable to get reimbursement.
While complaints regarding revenue and profit are certainly expected, the more consistent complaints are rooted in the requirement that providers and patients adapt to limits on the drugs that were previously unmanaged. Probably the most vocal in this regard are specialist physicians, many of whom are of the opinion that they should be exempt from any and all utilization management programs, including those established for specialty drugs. It is important for the plan to anticipate this form of resistance and devise strategies to work with their providers to resolve these issues in a mutually acceptable manner. It is our experience that plans unwilling to find workable solutions with their specialist providers will run into difficulties implementing an aggressive utilization management program.
■■ Summary
While our experience is limited to 2 health plans, we strongly believe that a thoughtful, well-constructed, and properly funded specialty drug management program can have a positive clinical and financial impact on the plan. The level of involvement in a specialty management program can vary from touching only those products that are dispensed by the retail, mail, and specialty pharmacy vendor to encompassing a broad list of specialty drugs distributed by a variety of health care providers and vendors. Critical to the success of these programs are efficient administrative, operational, and clinical processes. The ability to duplicate an accurate and timely claims processing procedure for specialty drugs that is similar to that currently available for traditional oral drug products is essential for success. The ability to mine data and effectively report on the use of specialty products is also paramount. A clinically sound, patient-friendly, and cost-effective program involves input from health plan members, pharmacy service leaders, and physician providers.
To realize the maximum benefits of a specialty drug management program, the plan must be willing to acknowledge and overcome challenges associated with implementing a system that disrupts current relationships and removes many attractive financial incentives. Additionally, a dedicated and knowledgeable staff that understands the detailed workings of a specialty drug program and the needs of those impacted is critical. However, once the programs are in place and working, the results are well worth the effort.
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